United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O.Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPLICATION NO. 


FILING DATE j 


FIRST NAMED INVENTOR 


| ATTORNEY DOCKET NO. 


CONFIRMATION NO. 


10/525,345 


08/17/2005 


Garth James Smith Cooper 


E3691 


3912 



53897 7590 

DUANE MORRIS LLP 
101 WEST BROADWAY 
SUITE 900 

SAN DIEGO, CA 92101-8285 



05/28/2008 



EXAMINER 



ROGERS , JUNE MARIE 



ART UNIT 



PAPER NUMBER 



1612 



MAIL DATE 



05/28/2008 



DELIVERY MODE 



PAPER 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 



PTOL-90A (Rev. 04/07) 



\jiii\*xj rw*ii\jiM ^umiiicii y 


Application No. 

10/525,345 


Applicant(s) 

COOPER ET AL. 


Examiner 

JUNE ROGERS 


Art Unit 

1612 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 14 March 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 129-171 is/are pending in the application. 

4a) Of the above claim(s) 161-171 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 129-170 is/are rejected. 

7) ^3 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) IZI The specification is objected to by the Examiner. 

10) n The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)|El All b)Q Some * c)Q None of: 

1 Certified copies of the priority documents have been received. 

2.0 Certified copies of the priority documents have been received in Application No. . 

3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attach me nt(s) 

1 ) ^ Notice of References Cited (PTO-892) 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) ^| Information Disclosure Statement(s) (PTO/SB/08) 

Paper No(s)/Mail Date 04/24/2006; 01/23/2006 and 12/08/2005 . 



4) l~~l Interview Summary (PTO-41 3) 

Paper No(s)/Mail Date. . 

5) O Notice of Informal Patent Application 

6) □ Other: . 



U.S. Patent and Trademark Office 

PTOL-326 (Rev. 08-06) 



Office Action Summary 



Part of Paper No./Mail Date 20080520 



Continuation Sheet (PTOL-326) Application No. 



2 



Application/Control Number: 10/525,345 Page 2 

Art Unit: 1612 

DETAILED ACTION 

Election/Restrictions 

Applicant's election with traverse of Group I, claims 129-161 in the reply filed on 
March 14, 2008 is acknowledged. The traversal is on the ground(s) that Applicant 
asserts that the Examiner has applied the wrong standard for restriction. This is not 
found persuasive because unity of invention is the standard for 371 applications that 
have entered into the national stage. See MPEP 1893.039(d). 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 161-171 are withdrawn from further consideration pursuant to 37 CFR 
1 .142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in the reply 
filed on March 14, 2008. 

Priority 

Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), which 
papers have been placed of record in the file. 

Claim Rejections - 35 USC § 112 
(New Matter) 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claims 146-161 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. The original disclosure of 2/22/05 does not 
support the limitation wherein triethylenetetramine and succinic acid are purfied. 
Purification is mentioned on page 81 ; however is referring to water purification. 
Accordingly, the subject matter of claim 146 and all its dependent claims are not 
supported by the specification as originally filed and therefore the limitation that 
triethylenetetramine and succinic acid be purified is new matter. 

Claim Rejections - 35 USC § 112 
(Written Description) 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 160 and 161 are rejected under 35 U.S.C. § 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as 
to reasonably convey to one skilled in the relevant art that the inventor(s), at the time 
the application was filed, had possession of the claimed invention. 

The description requirement of the patent statute requires a description of an 
invention, not an indication of a result that one might achieve if one made that invention. 
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See, e.g. I n re Wilder 22 USPQ 369, 372-3 (Fed. Cir. 1984). (Holding that a claim was 
not adequately described because the specification did "little more than outline goals 
appellants hope the claimed invention achieve and the problems the invention will 
hopefully ameliorate.') 

Mere indistinct terms (such as "delivery agent" and "reverse active transport 
agent" used herein), however may not suffice to meet the written description 
requirement. This is particularly true when a compound is claimed in purely functional 
terms. See Univ. of Rochester v. G.D. Searle , 69 USPQ2d 1886, 1892 (CAFC 2004), 
stating: 

The appearance of mere indistinct words in a specification or a claim, even an original 
claim, does not necessarily satisfy that requirement. A description of an anti-inflammatory 
steroid, i.e., a steroid (a generic structural term) described even in terms of its functioning 
of lessening inflammation of tissues fails to distinguish any steroid from others having the 
same activity or function. A description of what a material does, rather than of what it is, 
usually does not suffice.... The disclosure must allow one skilled in the art to visualize or 
recognize the identity of the subject matter purportedly described. (Emphasis added). 

A description of a chemical genus will usually comprise a recitation of structural 
features common to the members of the genus, which features constitute a substantial 
portion of the genus. See University of California v. Eli Lilly and Co. . 43 USPQ2d 1398, 
1406 (Fed. Cir. 1997). This is analogous to enablement of a genus under section 1 12, P 
1 , by showing the enablement of a representative number of species within the genus. 

A chemical genus can be adequately described if the disclosure presents a 
sufficient number of representative species that encompass the genus. If the genus has 
substantial variance, the disclosure must describe a sufficient number of species to 
reflect the variation within that genus. See MPEP 2163. Although the MPEP does not 
specifically define what constitutes a representative number of species, the courts have 
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indicated what does not constitute the same. See, e.g.., I n re Gostelli , 10 USPQ2d 
1614, 1618 (Fed. Cir. 1989), holding that the disclosure of two chemical compounds 
within a subgenus did not adequately describe such subgenus. 

The MPEP lists factors that can be used to determine if sufficient evidence of 
possession has been furnished in the disclosure of the Application. These include the 
level of skill and knowledge in the art, partial structure, physical and/or chemical 
properties, functional characteristics alone or coupled with a known or disclosed 
correlation between structure and function, and the method of making the claimed 
invention. Disclosure of any combination of such identifying characteristics that 
distinguish the claimed invention from other materials and would lead one of skill in the 
art to the conclusion that the applicant was in possession of the claimed species is 
sufficient. MPEP 2163. 

In this case, the specification provides no guidance as to the requisite correlation 
between structure and function of the claimed "delivery" and "reverse transport" agents. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1 966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 129-161 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wang et al. (US 2003/00551 13). 

Wang et al teaches compositions comprising triethylenetetramine or a 
pharmaceutically acceptable salt thereof in a pharmaceutically acceptable carrier (page 
4, [0042] and [0045], and claim 31). Wang et al. teach the salt can be salts formed from 
organic acid such as succinic acid (page 4, [0046]). 

Wang et al. discloses triethylenetetramine or pharmaceutically acceptable salt 
thereof may be administered in any suitable dosage form and including but not limited to 
one containing 1 to 3000 mg, preferably 5 to 500 mg (page 4, {0049]). 

Wang et al. teaches suitable oral dosage forms to be capsules or tablets that are 
enteric coated, (page 5 [0056]-[0057]). Additionally, other suitable dosage forms 
include transdermal [page 5, [0053]). Wang et al. teaches the composition can be 
administered with other active agents or materials that supplement the desired action 
such as the vasodilator nicotinic acid [0060]. 

The prior art differs insofar as it does not specifically teach the specific salt is 
form from succinic acid. That specific combination of features as claimed is disclosed, 
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however, within the options of taught by the reference, although the examiner 
acknowledges that "picking and choosing" within several variables does not necessarily 
give rise to anticipation. Cornin.q Glass Works v. Sumitomo Elec, 868 F.2d 1251, 1262 
(Fed. Circ. 1989). Where, as here, the reference does not provide any motivation to 
select this specific combination of variables, anticipation cannot be found. That being 
said, however, it must be remembered that "[w]hen a patent simply arranges old 
elements with each performing the same function it had been known to perform and 
yields no more than one would expect from such an arrangement, the combination is 
obvious". KSR v. Teleflex, 127 S,Ct. 1727, 1740 (2007)(quoting Sakraida v. A.G. Pro, 
425 U.S. 273, 282 (1976). "[W]hen the question is whether a patent claiming the 
combination of elements of prior art is obvious", the relevant question is "whether the 
improvement is more than the predictable use of prior art elements according to their 
established functions." (Ida). Addressing the issue of obviousness, the Supreme Court 
noted that the analysis under 35 USC 103 "need not seek out precise teachings 
directed to the specific subject matter of the challenged claim, for a court can take 
account of the inferences and creative steps that a person of ordinary skill in the art 
would employ." KSR v. Teleflex, 127 S.Ct. 1727, 1741 (2007). The Court emphasized 
that "[a] person of ordinary skill is... a person of ordinary creativity, not an automaton." 
Idm at 1742. Consistent with this reasoning, it would have obvious to have selected 
succinic acid from the list of organic acids disclosed by the prior art to form a salt of 
triethylenetetramine, to arrive at compositions "yielding no more than one would expect 
from such an arrangement". 
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Wang et al does not specifically disclose the dosage forms recited in Applicant's 
claims 151-156 and 158-159; however, because Wang et al. disclose the composition 
can be formulated into ANY suitable dosage form, absent a showing by applicant of 
some unexpected/non-obvious results of aforementioned dosage forms it would have 
been obvious to formulate the composition in a dosage form suitable to the desired 
administration route. 

As to the limitation in claim 146 regarding the composition being purified, Wang 
et al. teaches the triethylenetetramine was dissolved in distilled H 2 0 and filtered [0022]; 
absence any guidance by applicant regarding the degree of purification and specific 
purification steps; Examiner is interpreting the composition of Wang as being purified. 

Conclusion 

No claims allowed. 

Contact Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JUNE ROGERS whose telephone number is (571)270- 
3497. The examiner can normally be reached on M-F 9-6pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Fred Krass can be reached on 571-272-0580. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

June M. Rogers 



/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



